THE HDE CHECKLIST FOR FILING DECISION

Identification:

HDE Number: Date Received:

Sponsor:

Device;

Division/Branch:

Decision:
Recommendation: File _  Not File _

Administrative Reviewer Signature: Date:

Supervisory Signature: Date:

Administrative:

Tier: | 1 11
Expedited Review: Yes No

Procode:



THE HDE CHECKLIST FOR FILING DECISION
PART A - DEFICI ENCI ES TO BE | NCLUDED AS REASONS FOR NOT- FI LI NG THE HDE
Yes No
Filing Review El enents Pr esent | nadequat e
Om ssion Justified Ontted

l. Screening Information
A. Applicant information
1. Is the nane and address of the applicant UA¢, UA,
provi ded? (21 CFR 814.20(b) (1)) AAU AAU
2. Has the applicant or authorized representative UA¢, UA¢,
signed the HDE? (If applicant does not reside or AAU AAU

mai ntain a place of business in the United
States, the application nust be countersigned by
an aut horized representative who does |ive or

mai ntains a place of business in the U S Also
the name and address of this person should be

i ncluded) (21 CFR 814.104(a))

B. Are you aware of the applicant being the subject of UA¢, UA¢
an integrity investigation? | f yes, consult the CDE AAU AAU
integrity officer. Has the ODE Integrity Oficer
given perm ssion to proceed with the review?

(Blue Book Meno #191-2, 21 CFR 814.42(e)(4) and
Federal Register 90N 0332, Septenber 10, 1991)

C. Is there a prior history with this device? For UA¢ UA¢,
exanpl e, has a previously submtted PVMA/ HDE for this AAU AAU
devi ce been withdrawn? If yes, does the current HDE
address any historical issues related to the reasons
for the withdrawal such as fraud or safety?

I1. Organizational and Administrative Elements
(21 CFR 814.20, 21 CFR 814.104)

A Is the HDE sufficiently well organized to permt UA¢ UA¢
substantive review? (21 CFR 814.20(b)(2), table of AAU AAU
contents, pages nunbered, sections identified, six
copi es, and one copy which identifies trade secret or
confidential information)



B. Is the device appropriate for review as an HDE?

1

s there a copy or reference to the determ nation
made by FDA's O fice of O phan Products

Devel opnent that the device qualifies as a HUD?
(21 CFR 814.104(c) (1))

| s there an expl anation of why the device would
not be avail able unless the HDE were granted?
(21 CFR 814.104(c)(2))

The applicant should provide information such as
an estimate of the nunber of patients who would
be required to generate data to support a ful

PMA and expl ain why such a study is not feasible
or why the cost of conducting such a study could
not reasonably be expected to be recovered (64 FR
33234). o

Is there a statenent that no other conparable
devi ce (other than another HUD approved under
this subpart or under an approved IDE) is
available to treat or diagnose the disease or
condition? (21 CFR 814.104(c)(2))

C. Does the HDE contain an explanation of why the
probabl e benefit to health fromthe use of the device
out wei ghs the risk of injury or illness fromits use?
(21 CFR 814.104(c)(3))

1

Does the expl anation take into account the
probabl e risks and benefits of the currently
avai |l abl e devices or alternative forns of
treat nent ?

Does the explanation include a description,

expl anation, or theory of the underlying disease
process or condition, and known or postul ated
mechani sn(s) of action of the device in relation
to the di sease process or condition?
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I11. Summary of Safety and Probable Benefit
(Bl ue Book Meno #P86-1, renmenber an HDE is exenpt from

the effectiveness requirenents of sections 514 and 515 of

the act and 21 CFR Part 814)

A

B

Are indications for use provi ded?
(21 CFR 814.20(b)(3)(i))

| s an abbrevi ated device description provided?
(21 CFR 814.20(b)(3)(ii))

Have alternative practices and procedures been
i ncl uded and described? (21 CFR 814.20(b)(3)(iii))

|s a description of the prior marketing history
provi ded? (814.20(b)(3)(iv))

s a summary of any study(ies) that nmay have been
conducted provided? (21 CFR 814.20(b)(3)(v) and (vi)
and 21 CFR 814.104(c)(4)(i))

1. Is a summary of the non-clinical |aboratory
studies and results provided? (21 CFR
814.20(b) (3)(v)(A))

2. Does the HDE include summaries, conclusions, and
results of all clinical experience or
i nvestigations (whether adverse or supportive)
reasonabl y obtai nable by the applicant that are
relevant to an assessnent of the risks and
probabl e benefits of the device? (21 CFR
814.104(c)(4)(i))

I1V. Technical Information

A.

Device Characteristics and Manufacturing Section

1. |Is a description of the device, pictorial
representations, and materials specifications
present, including the functional conponent(s) or
i ngredients? (21 CFR 814.20(b)(4)(1) and (ii))

2. |Is a description of the principle of operation of
t he device (including conponents) and properties
of the device relevant to clinical function
present? (21 CFR 814.20(b)(4)(iii1) and (iv))
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3. The Manufacturing Section may be waived for
filing purposes and submitted later during the
substantive review period; OCS reviews for GW
i ssues; ODE reviews for safety issues.

Has a description of the nethods, facilities, and
controls used in the manufacture, processing,
packi ng, storage, and installation of the device
been provided? (21 CFR 814.20(b)(4)(v)and

Gui dance for the Preparation of PMA Manufacturing
| nf or mat i on)

4. Performance Standards and FDA CGui dance/
Gui delines: Has the applicant provided
docunentation to establish conformance with
appl i cabl e standards and/ or FDA gui dance/
guidelines that are relevant to the safety of the
device and that is known to or should reasonably
be known to the applicant?
(21 CFR 814.20(b)(5))

Nonclinical Laboratory Studies - as appro
the foll owm ng provided? (21 CFR 814. 20(b)

1. Bioconmpatibility

;
6
2. M crobiol ogi cal

3. Mechanical (wear, stress, etc.)

4. Shelf life

5. Analytical (for [|VDs)

6. Animal testing for safety-if appropriate,

mat eri al specific and/ or device specific

7. A statenent whether the nonclinical |aboratory
tests conply with the GLP regulation (Part 58),
and if not, a brief statenent of the reason for
t he nonconpl i ance
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C. Clinical Experience and/or Investigations
(21 CFR 814.104(c)(4)(i))

1

Summaries, conclusions, and results of all UA¢,
clinical experience or investigations (whether AAU
adverse or supportive), reasonably obtainable by
the applicant, that are relevant to an assessnent
of the risks and probable benefits of the device

IT a clinical i1nvestigation has been conducted to
demonstrate safety, have the following been
provided? (Note: Under 21 CFR 814.104(c)(4) (1),
an HDE application is only required to contain
the summaries, conclusion, and results listed
above. Therefore, 1t the information listed
below 1s not included, this i1s not a basis for
refusing to file the application.)

a. a description of the protocol, subject UA,
i ncl usi on/exclusion criteria, study period, AAU
and clinically significant safety endpoints

b. a description of study popul ation including UA¢,
nunber of patients, device design used (if AAU

nore than one), followup period, and
denogr aphi cs i ncludi ng gender consi derations

c. a summary or data from subject eval uations UA¢
and description of adverse events, e.g. AAU
adverse reactions, conplications,

di sconti nuations, conplaints, failures,
repl acenents, etc.

d. if needed, a statistical analyses of the UA,
safety data (does OST Statistician recomrend AAU
filing?)

e. report forms for patients who died or were UA,
di sconti nued AAU

If there is an IDE for the device, has the data UA,

presented in the HDE taken into account any AAU

safety concerns raised in the |DE?
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4. |If foreign clinical data are included, are data
accept abl e?
(21 CFR 814.15(b) and 814. 15(d))

D. Labeling (21 CFR 814.20(b)(10); 21 CFR
814.104(c)(4)(ii) and Bl ue Book #P91-4)

1. Has appropriate draft |abeling been submtted
(e.g., Physician, Patient, Technical, etc.)?

2. Does the labeling include the statenent:
“Humani tarian Device. Authorized by Federal |aw
for use in the [treatnent or diagnosis] of
[ specify disease or condition]. The
ef fectiveness of this device for this use has not
been denonstrated”?

E. Amount Charged - Does the HDE include the anobunt to
be charged for the device and, if the anmount charged
is nmore than $250.00, a report by an independent
certified public accountant or an attestation by a
responsi bl e i ndividual of the organization, verifying
that the amount charged does not exceed the costs of
the device’'s research, devel opnent, fabrication, and
distribution? (21 CFR 814.104(c)(5))

Is there any other reason not addressed above which
should be i1dentified as a reason for not filing the HDE?
IT so, briefly explain.
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PART B - DEFICIENCIES TO BE I NCLUDED IN THE "M NOR' SECTI ON OF THE NOT-FI LI NG OR FI LI NG
BO LERPLATE LETTER

,,,,,, Additional Filing ReviewEl erents ___________________________Yes ________No______
frnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnl
VI. Additional Administrative, Organizational and Regulatory

Elements

A. Do we need a device sanple? If yes, has it been

: UA¢ UA¢
2 JAAG JIAG
provi ded? (21 CFR 814.20(b)(9)) ARG ARG

B. |Is a bibliography provided? A UA¢

' JIAG I
(21 CFR 814.20(b)(8)(i)) ARG AR
Have copies of key articles been provided and are U A
i i i ' ' 2 JAAG JIAG
English translations included, if appropriate” AAU ARG

C. If there are color additive considerations, has an U O
attenpt been nade to docunent thenf AAﬁ AAﬁ
(21 CFR 814.20(f))

D. If there are environnental considerations, has an U O
attenpt been nade to docunent them or a claim of AAﬁ AAﬁ
cat egori cal exclusion been requested?

(21 CFR 814.20(b)(11))

E. Is reference to applicable IDE(s) given? - -

| DE# UA¢ UA
AAU AAU

PART C - ADDI TI ONAL CONSI DERATI ONS
VI1. Additional Considerations Yes No

A. Are there any special admnistrative issues? If so, U A

expl ai n. I\ JI\G
AAU AAU

: : : UA; UA;

2 JAAG JIAG

B. Are there any precedent setting substantive issues” AAU AAY

| f so, explain.

Draft Date: 3/13/98



